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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of Group I, Species A in the reply filed on May 6, 
2009 is acknowledged. 

2. Claims 13, 14, 24, 26, 35-40 and 48 are withdrawn from further consideration pursuant to 
37 CFR 1.142(b) as being drawn to a nonclected Group and Species, there being no allowable 
generic or linking claim. Election was made without traverse in the reply filed on May 6, 2009. 

Information Disclosure Statement 

3. The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1.98(b) requires a list of all patents, publications, or other information 
submitted for consideration by the Office, and MPEP § 609.04(a) states, "the list may not be 
incorporated into the specification but must be submitted in a separate paper." Therefore, unless 
the references have been cited by the examiner on form PTO-892, they have not been 
considered. 
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Claim Rejections - 35 USC §102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

5. Claims 1, 4, 11, 19, 22, 41 and 44 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Bacich et al (US 5749889). 

6. RE claims 1,19 and 41, Bacich et al disclose an invasive probe assembly 100, "surgical 
access device", comprising an elongate tube 122, "endoscopic channel", for insertion into a body 
cavity (Col 1, lines 5-35), having a central longitudinal axis and a braided tube 118, "guide 
channel", comprising a braid (Col 14, lines 39-42), coupled to the elongate tube 122 but not 
surrounding the elongate tube 122 where the central longitudinal axis of the elongate tube 122 
does not coincide with the central axis of the braided tube 118 (Figure 4); and the braided tube 

1 18 is more flexible than the elongate tube 122 (ie. the elongate tube 122 is rigid, Col 12, lines 
58-62, and the braided tube 1 18 is malleable, Col 14, lines 29-33). 

7. RE claim 4, Bacich et al disclose elongate tube 122 is a sheath adapted for isolating an 
elongate probe 110, "endoscope" (Col 11, lines 58-66; Figures 1 and 4). 

8. RE claims 1 1, 22 and 44, Bacich et al disclose the axis of the braided tube 118 located 
outside elongate tube 122 (Figure 4) and disclose the braided tube is formed of strands of nylon 
(Col 14, lines 39-42 and lines 50-52). 
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9. Claims 1, 2, 12, 20 and 21 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Boudewijn et al (US 5713851). 

10. RE claims 1 and 2, Boudewijn et al disclose a probe assembly comprising an elongate 
catheter 1 for insertion into a body cavity, having a central longitudinal axis (Figure 1); and a 
braided tube 5 comprising a braid 12, coupled with the elongate catheter 1, the braided tube 5 
having a central longitudinal axis that does not coincide with the central longitudinal axis of the 
elongate tube (Figure 3; Col 2, lines 37-50). 

11. RE claim 12, Boudewijn et al disclose the braided tube 1 1 8 has a substantially uniform 
cross-section (Figure 8). 

12. RE claims 20 and 2 1 , Boudewijn et al disclose the braided tube 1 1 8 is sufficiently 
flexible to remain open even when bent at least 90° with a radius of less than 2.5 cm (Figure 8; 
ie. note the braided tube 1 18 is sufficiently flexible to bend 180° backward) and the braided tube 
formed of strands of a relatively rigid material, "metal" (Col 3, lines 3-8). 

13. Claims 25, 27-29, 41-45 and 47 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Engelson et al (US 5312356). 

14. RE claim 25, 27, 28, 41, 44 and 45, Engelson et al disclose a probe assembly comprising 
an elongate tube 34 for insertion into a body cavity (Col 5, lines 10-18 and lines 37-42; Figure 2) 
and a braided tube 38, "braided sleeve", comprising a braid, coupled to and along side of the 
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elongate tube 34 (Col 7, lines 64-67; Figure 2), wherein the braided tube has an inner surface 
texture following the braid of the tube and comprises strands which move independently relative 
to each other and have holes between the strands (Col 7, lines 47-63; ie. braided sleeve 38 is 
produced from a loose weave) and the braided tube 38 is more flexible than the elongate tube 34 
(ie. braided tube 38 is disposed of at the distal end of the catheter, Figure 2, and the distal end is 
more flexible than the proximal end of elongate tube 34, Col 5, lines 37-42). 

15. RE claim 29, Engelson et al disclose the braided tube can apply suction along its length 
even in a collapsed state, due to spaces between strands forming the braid (ie. braided tube 38 
has holes, as discussed above, and is capable of applying suction even in a collapsed state). 

16. RE claims 42 and 43, Engelson et al disclose the braided tube 38 is sufficiently flexible to 
remain open even when bent at least 90° with a radius of less than 2.5 cm (Col 14, lines 35-48; 
Figures 1 1 and 12; ie. braided tube 38 is disposed of within catheter 12 and catheter 12 is capable 
of navigating vessels that are 2-5mm in diameter. Figure 1 1 demonstrates that the vessel path the 
catheter navigates curves at least 90°) and formed from a relatively solid material, "metal" (Col 
7, lines 47-51). 

17. RE claim 47, Engelson et al disclose the braided tube 38 comprising a braid that is coated 
at its end in a manner which prevents fraying (Col 7, line 64 to Col 8, line 4; ie. braided tube 38 
is tightly enclosed in a heat shrink tube which effectively seals the braided tube and prevents 
fraying). 
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Claim Rejections - 35 USC §103 

18. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

19. Claims 3, 16 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bacich et al (US 5749889) in view of Jones (US 5503616). 

20. RE claims 16 and 17, Bacich et al disclose all the claimed elements, as discussed above, 
and disclose that the braided tube 118, "guide channel", may be attached to the access device on 
an exterior surface with an adhesive (Col 6, lines 33-38). Bacich et al do not disclose an exterior 
portion of the braided tube coated by an adhesive while a central portion of the braided tube is 
not coated. Jones teaches an access device with a collapsible guide channel 20, "access channel", 
affixed to an endoscope 10 (abstract; Figures 5 and 8) where the guide channel 20 is affixed to 
the endoscope 10 with an adhesive coating 22 applied only at one end of the exterior of the guide 
channel 20, leaving a central portion of the guide channel 20 uncoated (Col 4, lines 3-18; Figure 
1). Jones teaches that having the adhesive coat only a portion of the guide channel allows one to 
more easily detach the guide channel from the endoscope (Col 4, lines 18-32). 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify Bacich's guide channel such that it is affixed onto the access 
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device with an adhesive coating only on one portion of the guide channel exterior, as taught by 
Jones, to achieve the predictable result of affixing the guide channel to the access device and for 
allowing easy release of the guide channel from the access device. 

21 . RE claim 3, Bacich et al disclose all the claimed elements, as discussed above, but do not 
specifically disclose the guide channel attached to an endoscope. Jones teaches a guide channel 
attached to an endoscope (abstract). It would have been obvious to one of ordinary skill in the art 
to substitute Bacich's sheath for Jones' endoscope to achieve the predictable result of attaching a 
guide channel to a probe device. 

22. Claim 1, 5, 7, 8, 10 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Adair (US 5197457) in view of Engelson et al (US 5312356). 

23. RE claims 1, 5, 7, 8, 10 and 18, Adair discloses a probe assembly comprising an external 
sheath S, surrounding an internal sheath 36 that surrounds an elongate tube 40/38 (Figure 4) and 
a tube C, "catheter", disposed between the external sheath S and the internal sheath 36 (Figure 
4). Adair does not disclose the tube C being a braided, flexible tube. Braided tubes are well 
known in the art and Engelson et al teach a flexible braided catheter (Col 7, lines 47-57; Figure 
2) where the braided tube has an inner surface with a texture of the braid, is permeable to liquids 
and comprises strands which move independently relative to the other (ie. the braid is composed 
of a loose weave, Col 7, lines 58-63; Figure 3). 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to substitute Adair's catheter with a braided catheter, as taught by Engelson 
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et al, to achieve the predictable result of supplying a tube flexible enough to navigate through 
vasculature. 

24. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Adair (US 
5197457) and Engelson et al (US 5312356) and further in view of Hammerslag et al (US 
5203772). 

25. RE claim 6, Adair in view of Engelson et al disclose all the claimed elements, as 
discussed above, but do not disclose the inner surface of the braid comprising an uncoated braid 
surface. As discussed above, coating a medical device is well known in the art, and it is well 
known that one can opt not to apply a coat. Further, Hammerslag et al teach that leaving a 
medical device uncoated is advantageous because it allows for greater flexibility (Col 20, lines 7- 
11). 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to leave Engelson's braided tube uncoated, as taught by Hammerslag, for the 
purpose of allowing greater flexibility to the braided tube. 

26. Claims 1, 7, 8 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Adair (US 5197457) in view of Brown et al (US 5334169). 



27. RE claims 1, 7, 8 and 9, Adair discloses all the claimed elements, as discussed above, but 
does not disclose a flexible braided tube that is more resilient than the internal and external 
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sheaths. Brown et al teach a flexible, braided catheter, where the catheter has varying properties 
of braid reinforcement to effect varying degrees of resiliency (abstract) and Brown et al teach the 
importance of adequate resiliency for the catheter to properly navigate through human 
vasculature (Col 1, lines 59-64). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to substitute Adair's catheter with a catheter whose resiliency can be adjusted, as 
taught by Brown, to achieve the predictable result of providing a flexible catheter and it would 
have been obvious to one of ordinary skill in the art at the time the invention was made to 
modify the braided tube such that it was of a resiliency greater than Adair's internal or external 
sheaths, if a greater flexibility in the catheter were desired. 

28. Claims 15, 30 and 31 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Adair (US 5197457) and Engelson et al (US 5312356) and further in view of Costa (US 
4691369). 

29. RE claims 15 and 31, Adair in view of Engelson et al and Engelson et al disclose all the 
claimed elements, as discussed above, and disclose the braided rube stiffened by increasing 
strand density and/or weave rate (Col 8, lines 25-52; ie. the braided tube has varying flexibility 
where areas of less flexibility and greater stiffness have greater strand density and weave rate). 
While Engelson et al do not disclose stiffening the braided tube with a heated die, Engelson' s 
braided tube satisfies the functional limitation of being sufficiently stiffened. Furthermore, Costa 
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teaches stiffening a portion of a braided handle by passing the braid through a heated die (Col 1 , 
lines 48-59). 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to stiffen Engelson's braided tube through a heated die, as taught by Costa, 
to achieve the predictable result of stiffening the braided tube. 

30. RE claim 30, it would also have been obvious to one of ordinary skill in the art at the 
time the invention was made to stiffen Engelson's braided tube to any desired stiffness. 

31. Claims 1 and 23 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Adair (US 5197457) in view of Jaraczewski et al (US 4817613). 

32. RE claims 1 and 23, Adair discloses all the claimed elements, as discussed above, but 
does not disclose a braided tube including at least 36 strands. Jaraczewski et al teach a braided 
catheter where the braid is formed of a range between 8-64 strands (Col 6, line 54 to Col 7, line 
2). 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to substitute Adair's catheter with a braided catheter comprised of 64 
strands, as taught by Jaraczewski, to achieve the predictable result of providing a flexible 
catheter. 



33. Claims 32-34 and 46 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Engelson et al (US 5312356) in view of Hammerslag et al (US 5203772). 
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34. Re claims 32-34 and 46, Engelson et al disclose all the claimed elements, as discussed 
above, but do not disclose the braided tube comprising a non-braided coating on the internal 
surface and on the external surface and do not disclose the braided tube not having a non-braided 
coating on its internal surface or over most of its length. Coating medical devices is well known 
in the art, and it is well known that coating is not essential and therefore can be omitted. 
Hammerslag et al teach a flexible medical device (abstract) and teach that coating the medical 
device is advantageous because it can provide additional support (Col 19, lines 61-67) and 
leaving the medical device uncoated is advantageous because it allows for greater flexibility (Col 
20, lines 7-11). 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify Engelson's braided tube based on the desired features of the 
braided tube, such that it is either coated or uncoated, as taught by Hammerslag, to provide the 
device with more support or to allow the device greater flexibility. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JENNER YEH whose telephone number is (571)270-7836. The 
examiner can normally be reached on Monday-Thursday, 9am-4pm EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on (571)272-4977. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/J. Y.I 

Examiner, Art Unit 3763 

/Nicholas D Lucchesi/ 

Supervisory Patent Examiner, Art Unit 3763 



